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DETAILED ACTION 

The present Office action replaces the previously issued Office action dated 
October 7, 2005, as the preliminary amendment dated July 25, 2003 had been not been 
considered. Claims 19-27 are pending. 

This application appears to be a division of Application No. 09/931 ,075, filed on 
August 17, 2001 . A divisional application is a later application for a distinct or 
independent invention, carved out of a pending application and disclosing and claiming 
only subject matter disclosed in an earlier or parent application. See MPEP § 201.06. 
As the result of the restriction requirement made by the examiner on September 10, 
2002 during the prosecution of the parent application, composition claims were elected. 
In the present case, claims 22-24 are composition claims, which are directed to the 
invention that applicants have already elected in the parent application. Thus, claims 
22-24 are withdrawn from consideration in this divisional application. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 19, 20, and 25-27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Okubo etal. (JP 9-241637-A, English Translation) ("Okubo"). 

Okubu discloses in Table 1 that 0.01-20 mM of citriulline provides antioxidant 
effect. See Translation, [0086]-[0097]. The reference also discloses in paragraphs 
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[0080]-[0084] that citrullin, along with epigallocatechin, is mixed and incorporated into 
pharmaceutical agents, food, and in cosmetics to improve the shelf-life of the products. 

While Okubo does not expressly mention a method of treating skin by applying 
the citrulline-containing composition as recited in claim 19, the claimed method is 
anticipated since the topical application of the prior art pharmaceutical or cosmetic 
composition is the inherent use of the product. Since the prior art teaches citrulline- 
containing cosmetic compositions, it is viewed that "active oxygen in the skin is 
scavenged by the citrulline" when the user applies the composition to the skin according 
to the intended use of the product. 

Claims 19-21 and 25-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ennen et al. (WO 95/15147) ("Ennen"). 

Ennen discloses cosmetic composition comprising L-citrulline. See abstract. 
The reference teaches in p. 16, formulation 6 of the original document that 2.5 % of 
citrulline (MW 175.2) is used in a composition. Thus about 0.143 M, or 143 mM 
concentration of citrulline is present in the composition, meeting the present claim 21 . 

While Ennen does not expressly mention a method of treating skin by applying 
the citrulline-containing composition as recited in claim 19, the claimed method is 
anticipated since the topical application of the prior art topical composition is the 
inherent use of the product. Since the prior art teaches citrulline-containing topical 
compositions, it is viewed that "active oxygen in the skin is scavenged by the citrulline" 
when the user applies the composition to the skin according to the intended use of the 
product. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Okubu in view of Ennen et al. (WO 95/15147). 

While Okubu et al. teach that citrulline effectively provides antioxidant effect the 
reference does not mention the specific amount as required by the present claim. 
Generally, differences in concentration or temperature will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration or temperature is critical. "[W]here the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
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by routine experimentation." See In re Aller . 220 F.2d 454, 456, 1 05 USPQ 233, 235 
CCPA 1955). 

Given the teaching of the antioxidant efficacy of citrulline in cosmetics in Okubu, 
a skilled artisan would have obviously discovered a workable weight range of citrulline 
by routine experimentation. A skilled artisan would have been motivated to increase the 
amount of citrulline in expectation of obtaining increased antioxidant effect. 

Claims 26 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Waugh (US 5874471). 

Waugh discloses a method of using citrulline as an oral supplement. See 
Examples and Dietary Formulations in col. 10, line 40 - col. 17, line 53. See instant 
claims 1,2,7. The reference teaches that administration of citrulline, a precursor of L- 
arginine, is effective in increasing endogenous production for nitric oxide and managing 
atherosclerosis, which is "considered to be a free radical disease". See col. 5, line 23 - 
col. 7, line 11. See also col. 7, lines 40 - 53 for the teaching that increasing L-arginine 
level in cell alleviates oxidative stress. 

Conclusion 

No claims are allowed. 

Claims 19-21 and 25-27 are rejected. 

Claims 22-24 are withdrawn from consideration. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gina C. Yu whose telephone number is 571-272-8605. 



Application/Control Number: 10/626,624 Page 6 

Art Unit: 1617 

The examiner can normally be reached on Monday through Friday, from 9:00 AM until 
5:30 PM.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Gina Yu 

Patent Examiner 
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